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December 8, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at X25 Challenger Drive, Green Bay, b’isconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

Even a 1% increase in 
HDL can significantly 
enhance support of 
heart health.* 

Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols), Niacin 
(as niacinamide), Vitamin B6 (as pyridoxine HCl), Folic Acid, Vitamin B12 
(as cyanocobalamin), Magnesium (from magnesium amino acid chelate), 
Selenium (as L-selenomethionine), Proprietary Blend: hawthorn (Crategus 
oxyacantha) berry extract, taurine, garlic (Allium sativum) bulb, grape seed 
(Vitis vinifera) extract, grape skin (Vitis vinifera) extract, N-acetyl-L- 
cysteine, alpha-lipoic acid, soy (Glycine max) isoflavones, tocotrienols, L- 
Arginine (as L-arginine HCl), L-Carnitine (as L-carnitine L-tarn-ate), 
Coenzyme QlO (CoQlO) (ubiquinone lo), Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /2-s-0d 

If you have any questions, please c’ontact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608 

Michael P. Devereux 
Chief Operations Officer 

HDLRX 15e 
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NF Formulas PhytoPharmlca & 
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December 8.2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers~ 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT 
NAME 

HDL RX’M* 

-- 

HDL Rx is a physician- Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols), Niacin 
developed dietary (as niacinamide), Vitamin B6 (as pyridoxine HCI), Folic Acid, Vitamin B 12 
supplement that has been (as cyanocobalamin), Magnesium (from magnesium amino acid chelate), 
clinically shown to Selenium (as L-selenomethionine), Proprietary Blend: hawthorn (Crategus 
increase good cholesterol oxyacantha) berry extract, taurine, garlic (Allium sativum) bulb, grape seed 
levels, particularly HDL- (Vitis vinifera) extract, grape skin (Vitis vinifera) extract, N-acetyl-L- 
2, the best form of cysteine, alpha-lipoic acid, soy (Glycine max) isoflavones, tocotrienols, L- 
cholesterol.* Arginine (as L-arginine HCl), L-Carnitine (as L-carnitine L-tartrate), 

1 Coenzyme Q  10 (CoQ 10) (ubiquinone lo), Policosanol -1 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthhi and not misleading. 

By: -a 
Title: Senior Vice President of Scientific Affairs 

Date: /2-8-O< 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406.,3608. 
F 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 16e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, WI 5431 l-8328 

ENZYMATICTHERAPY Wilsonville, OR 97070 P. 920.469.1 313 F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920 469 4418 (Phyto) 

mat Better.m like” - 

December 8, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE : Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

HDL RX combines essential vitamins 
and minerals, at levels recommended by 
the American Heart Association (AHA), 
with amino acids, powerful antioxidants, 
and traditiona! herbal extracts to provide 
superior support for cardiovascular 
health. * 

Vitamin C (ascorbic acid), Vitamin E (as natural mixed 
tocopherols), Niacin (as niacinamide), Vitamin B6 (as 
pyridoxine HCl), Folic Acid, Vitamin B 12 (as 
cyanocobalamin), Magnesium (from magnesium amino 
acid chelate), Selenium (as L-selenomethionine), 
Proprietary Blend: hawthorn (Crategus oxyacantha) berry 
extract, taurine, garlic (Allium sativum) bulb, grape seed 
(Vitis vinifera) extract, grape skin (Vitis vinifera) extract, 
N-acetyl-L-cysteine, alpha-lipoic acid, soy (Glycine max) 
isoflavones, tocotrienols, L-Arginine (as L-arginine HCI), 
L-Carnitine (as L-carnitine L-tartrate), Coenzyme QIO 
(CoOlO) (ubiauinone 10). Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: @4w4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

HDLRX 17e 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLRX 17e 
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9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
WilsonwIle, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 
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ENZYMATICTHERAPY 

December 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI:: Label ClaimsiDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the hollowing product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols), 
protein levels, HDL RX 
helps support 1:he body’s 
natural anti-inflammatory 
response. * 

Niacin (as niacinamide), Vitamin B6 (as pyridoxine HCl), Folic Acid, 
Vitamin B12 (as cyanocobalamin), Magnesium (from magnesium 
amino acid chelate), Selenium (as L-selenomethionine), Proprietary 
Blend: hawthorn (Crategus oxyacantha) berry extract, taurine, garlic 
(Allium sativum) bulb, grape seed (Vitis vinifera) extract, grape skin 
(Vitis vinifera) extract, N-acetyl-L-cysteine, alpha-lipoic acid, soy 
(Glycine max) isoflavones, tocotrienols, L-Arginine (as L-arginine 
HCl), L-Camitine (as L-camitine L-tartrate), Coenzyme Q  10 (CoQ IO) 
(ubiquinone lo), Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

: ‘: ,, ‘:, ,‘HDLRX’l8e 1,, 
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e3 INTEGRATIVE THERAPEUTICS INC.- 

NF Formulas PhytoPharmlca 
Tyler Encapsulations Vitallne Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 

Wllsonville, OR 97070 
P: 503.582 8386 F: !iO3.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1 313 F: 888.5 70.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
ENZYMATICTHERAPY 

December 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam. 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)( 1 )(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

the liver and intestines. This form, 
which is known as “free cholesterol- 
rich” HDL, scavenges or “scoops up” 
free cholesterol. The cholesterol is 
then chemically altered by the 
addition of an ester group. When 
sufficient cholesterol is esterified, 
HDL-3 becomes HDL-2, which is 
therefore referred to as “cholesterol 
ester-rich” HDL. HDL-2 is larger in 
size and has been shown to be more 

- cardio supportive than HDL-3. * 

~ic>,~~~~$$+WENI$S~ TO <Y?S!$H THE CLAIM R.WFS 
,,;,,,’ & .,* ,:,a -:&$,:“~, !I^, i;i~:,::~y~ -1; ~,:~~~‘,~< 7)” ,$l’ ;‘: (-6” ,T’ 

1 :: :” ; -:, 
Vitamin C (ascorbic acid), Vitamin E (as natural mtxed 
tocopherols), Niacin (as niacinamide), Vitamin B6 ((as 
pyridoxine HCl), Folic Acid, Vitamin B 12 (as 
cyanocobalamin), Magnesium (from magnesium amino acid 
chel:ate), Selenium (as L-selenomethionine), Proprietary Blend: 
hawthorn (Crategus oxyacantha) berry extract, taurine, garlic 
(Allium sativum) bulb, grape seed (Vitis vinifera) extract, 
grape skin (Vitis vinifera) extract, N-acetyl-L-cysteine, alpha- 
lipoic acid, soy (Glycine max) isoflavones, tocotrienols, L- 
Arginine (as L-arginine HCl), L-Carnitine (as L-carnitine L- 
tartrate), Coenzyme Q 10 (CoQ 10) (ubiquinone lo), 
Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
ts rztantiation thatprt{ re truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: / L-8-0< 

HDLRX 19e 



If you have any questions, please contact Robert Doster, Senior ‘Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chef Opcratiom Officer 

HDLRX 1% 



ENZYMATIC THERAPY 

ww Better MS bke- 

INTLCRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica & 

Tylel- Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green 13ay, WI 54311-8328 
Wilsonville, OR 97070 P 920.469.1313 F: 888.570.6460 (Enzymak) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

December 8, 2005 

Office OfNutritional Products, Labseling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Pamt Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the rfollowing product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy., Inc. wishes to take advantage of the exemption to section 
201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT ’ 
NAME 

HDL RXTM* 
are important indicators of 
healthy cardiovascular 
function.* Therefore, 
supplements that increase the 
level of good cholesterol can 
profoundly impact heart 
health. * 

: #$ ~~~~~~~RED~~~~~~~~~~“H THE‘CLAIM IU?FEW > ‘i <” 2,‘~ >’ ‘7: “r;r.w$,,* _,., :<‘,,,&, 2, ,. ‘.: f’ . _I_ , ,“- ,, >,,‘$\@ 3 : :: yyv .<I:;/;, ,\ ,‘:*, ,_,/ :.a 

Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocopherols), 
Niacin (as niacinamide), Vitamin B6 (as pyridoxine HCl), Folic Acid, 
Vitamin B12 (as cyanocobalamin), Magnesium (from magnesium 
amino acid chelate), Selenium (as L-selenomethionine), Proprietary 
Blend: hawthorn (Crategus oxyacantha) berry extract, taurine, garlic 
(Allium sativum) bulb, grape seed (Vitis vinifera) extract, grape skin 
(Vitis vinifera) extract, N-acetyl-L-cysteine, alpha-lipoic acid, soy 
(Glycine max) isoflavones, tocotrienols, L-Arginine (as L-arginine 
HCl), L-Camitine (as L-camitine L-tartrate), Coenzyme Q 10 (CoQ 10) 
(ubiquinone lo), Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: .I1I_pcki 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date. /2-b-o-, 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 20e 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca kr 

Tyler Encapsulations VItalIne Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 

FNZYMATICTHFRAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto) 

wi~r Better/e& lrite- 
- 

December 8,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park. MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT 
NAM3 

HDL RXTM* 
prior to the study, then again at three and six months. 
After three months of supplementation, good 
cholesterol levels increased in all groups.* The 
changes were more pronounced at the six-month time 
point, where gaod cholesterol rose up to 23 percent 
and levels of HDL-2 (the best cholesterol) increased 
50 percent in one subset of participants (HDL ~40 
mg/dL).* Additionally, the supplement also helped 
maintain healthy triglycerides levels that were already 
within the normal ranges.* Decreases in 
homocysteine, an amino acid found in the blood that 
plays a role in cardiovascular health, were observed as 
well.*Therefore, supplements that increase the level 
of good cholesterol can profoundly impact heart 
health. * 

natural mixed tocopherols), Niacin (as 
niacinamide), Vitamin B6 (as pyridoxine 
HCl), Folic Acid, Vitamin B 12 (as 
cyanocobalamin), Magnesium (from 
magnesium amino acid chelate), Selenium (as 
L-selenomethionine), Proprietary Blend: 
hawthorn (Crategus oxyacantha) berry extract, 
taurine, garlic (Allium sativum) bulb, grape 
seed (Vitis vinifera) extract, grape skin (Vitis 
vinifera) extract, N-acetyl-L-cysteine, alpha- 
lipoic acid, soy (Glycine max) isoflavones, 
tocotrienols, L-Arginine (as L.-arginine HCl), 
L-Carnitine (as L-carnitine L-tartrate), 
Coenzyme QlO (CoQlO) (ubiquinone IO), 
Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

;  
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If you have any questions, please contact Robert Daster, Senior Vice President of Scientific Affairs at (920) 406-3608 

Sincerely, P 

@P-b~q 
Ml hael P. Devereux 
Chief Operations Officer 

HDLRX2le 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmlca 

ENZ~MATICTHFRA~Y 

what Betterpels kkd” 
- 

Tyler Encapsulations Vltaline Formulas 

97.55 SW Commerce Ctrcle, Suite 82 
WilsonwIle, OR 97070 

P: 503.582 8386 F: 503.582.0467 

December 8, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
43 

PHYTOPHARMICA’ 

825 Challenger Drwe, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

HDL RXrM* An antioxi’dant clinically shown to support the Vitamin C (ascorbic acid) 
health of the cardiovascular system and 
increase HDL-2 cholesterol levels.* 

I certify that the mformation contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Dam: /2-r-ox 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLFtX22e 



ENZYMATICTHERAPY 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Cwcle, Suite I32 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THIERAPY. 
lk 

PHYTOPHARMICA’ 

825 Challenger Drive, Green l3ay, WI 5431 l-8328 
P 920.469.1313 F. 888.570.6460 (Enzymatic) 

P: 920.469.9099 F. 920.469.4418 (Phyto) 

December 8, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug .4dministration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic ‘Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 23e 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytcmPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wllsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
br 

PHYTOPHARMICA’ 

825 Challenger Drwe, Green E:ay, WI 5431 l-8328 
P: 920.469.1 313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F. 920.469.4418 (Phyto) 

December 8, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

Thus letter is to notify you that the lollowing product is Manufactured, Packed, and/or Distributed by Enzymatic ‘Therapy, 
Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy. Inc. wishes to take advantage of the exemption to section 
20 I(g)(l)(C) of the act and comply with seciion 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #@ki 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /2-r4s 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 4063608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 24e 



lNTE.GRATlVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Viiallne Formulas 

ENZYMATIC THERAPY’ 
6r 

PHVTOPHARMICA. 

9755 SW Commerce Cit-de, Suite I32 825 Challenger Drwe, Green 13ay, WI 5431 l-8328 
‘ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920 469.4418 (Phyto) 

December 9.2005 

Offcc of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimer:s 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufacmred, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME > > ..~‘8TiQTEME~S,,y:, ,” r; ,, I’ ::_’ __ ._ _: , :’ ::‘-!,il’;c’~~~~~~~~,~ i;:; “‘ : ,F.::;, INGRE~~~@T(S) ?TTo WHICH THE 
<, .1 (,, ,,L ! j_“, ,,:,.;:’ :. .‘:, “: .,. “:“‘,,‘i:“,, > t :;;yi::: y~:p,,$< ,y. ,‘. ?,a ” (’ “7: Q.&zMM &FERS: 

HDL RXTM* An essential coenzyme for normal amino acid Vitamin B6 (as pyridoxme HCl) 
metabolism. In particular, Vitamin B6 is necessary 
for the breakdown of homocysteine, an amino acid 

I - 
that plays a supporting role in cardiovascular 
health. * 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If‘ you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 



ENZYMATICTHFRAPY 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 62 
Wilsonvllle, OR 517070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
is 

PHVTOPHARMICA’ 

825 Challenger Drive, Green flay, WI 5431 l-8328 
P: 920 469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

December 9, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME , , ,, ,I -aFA?$EyTS; 7:;; :I i;; j : ,_; ,’ :: ,;_ yGFD@pT( S) TO WHICH THE 
,. r j/ ” ,~8,:&~:~‘~~~, _; ___; _ ..‘T. ‘_ ,. 2 .,.I$’ ” ‘fL$IM REFERS 

HDL RXTM* In lipid metabolism, supports normal cholesterol Niacin (as niacinamide) 
production and metabohsm to help retain healthy 
cholesterol levels that are already within normal 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By. 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /2-y-O s’ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Mrchael P. Devereux 
Chief Operations Officer 

HJJLRX26e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vttaline Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drwe, Green Elay, WI 5431 l-8328 
ENZYMATIC TI-WM~Y Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto) 

December 9, 2005 

Office of Nutritional Products, Labeling & 
Dlctary Supplements, HFS 810 
Ccntcr for Food Safety and Applie’d Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers; 

Dear Sir or Madam 

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by sec’:ion 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME ^,:,; _. .,,.:“,. d3TAT.EMENK :_ * e *.&Q: &$z”‘\~. :&y “‘,$ ,.v.*l.,;i, )A :, :; ._, :d, ,~@fii~~T(S)<TO 
_ I 3 ,‘~>~.~?g ^<_ ^,‘I 711 ,‘r; -yI --I::?. _, Qrc$$~, +,> ~.:$;;$,; “.::, ,,>$ _‘_ ._ “ye _:, , :;: 3: ; : CLAIM REFERS 

HDL RXTM* Increases good cholesterol levels, particularly HDL- Niacin (as niacinamide) 
2 (the best cholesterol).* 

I ccrtlfy that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
jlfJek4 

Robert Doster 
Title. Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

* HDL RX 27e 



ENZYMATIC THFRAPY 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
WilsonwIle, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY* 
El 

PHYTOPHARNICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1 31 3 F: 888 570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

December 9, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam. 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act, These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEM;FS ,JNC$QQlENT(S) TO WHICH THE 
: i.i 5,;:. ,: ,<: “b ” , I, ‘__ ‘s ‘,Ij bL= REFERS 

HDL RXTM* Through peripheral vasodilatation, niacin also Niacin (as niacinamide) I 
i 

supports the retention of healthy blood pressure 

A---- already within the normal range.* 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL Rx 28e 



INTEGRATIVE THERAPEUTICS INC.- 
UF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY’ 
& 

PHVTOPHARMICA. 

ENZYMATIC THERAPY 

wht Better fa like” 
- 

9755 SW Commerce Clrtrle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
WilsonwIle, OR 97070 P: 920.469.1 313 F: 888.570.6460 (Enzymatic) 

P: !;03.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920 469.4418 (Phyto) 

December 9. 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE, Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

r 
IHDL RxrM* 

I----- 

T 
1 

High levels of circulating vitamin B6 have been Vitamin B6 (as pyridoxine HCl) 
associated with reduced levels of C-reactrve protem, 
another important indicator of heart health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

RV 
-,’ 

Robert Doster 
Trtle: Senior Vice President of Sc.ientific Affairs 

Date: /z-y-OS 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 29e 



ENZYMATICTHERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica 6s 

Tyler Encapsulations Vit.allne Formulas PHYTOPHARMICA’ 

9755 SW Commerce Ctrcle, Suite B2 825 Challenger Dwe, Green E,ay, WI 5431 l-8328 
Wllsonville, OR 97070 P: 920 469.1313 F: 688.570.6460 (Enzymatic) 

P: 503.582.8386 F: 5’33.582 0467 P: 920.469 9099 F 920.469.4418 (Phyto) 

December 9, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /%l?lo~ - 

If you have any questions, please ‘contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

- Michael P. Devereux 
Chief Operations Officer 

HDL RX 30e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytcPharmIca 

Tyler Encapsulations VItalIne Formulas 

ENZYMATIC THERAPY’ 
& 

PHVTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 82.5 Challenger Drwe, Green Elay, WI 5431 l-8328 
Wllsonville, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920.469.4418 (Phyto) 

- 

December 9.2005 

Office of Nutritional Products, Labeling BL 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug ‘4dministration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME ;, ‘:“’ :: ;; ;; _ ,, ‘,S-fATpws _: :_ l_l : : I: :;: :” :i .i): ‘~-’ . “‘“rING~~IENT(S)‘ TD WHICH THE ‘, 
I ;‘- ~,, :’ 1X2>‘” : i ,.‘::, .’ *( ,_, ::,, Ji G  ,,“;:.~li;:, ,‘, ““‘fT&JM REFERS 

HDL RXTM* A buiquitoud coenzyme necessary for DNA Vitamin B 12 (as cyanocobalamin) 
synthesis. Also, lowers homocysteine levels.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: +u@lec 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: dq/of _ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

” ‘i-IDLRX 31e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Formulas PhytoPharmica & 

Tyler Encapsulations Vltaline Formulas PHYTOPHARMICA’ 

ENZYMATICTHERAPY 

mat Betterpek /ikern 
- 

97’55 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582 8386 F: 503.582.0467 

825 Challenger Drwe, Green Bay, WI 5431 l-8328 
P: 920.469.131 3 F: 888 570.6460 (Enzymatic) 

P: 920.469.9099 F 920.469.4418 (Phyto) 

December 10, 2005 

Office of Nutrttional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
S 100 Paint Branch Parkway 
College Park, MD 20740 

RE. Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the ,act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRoDUCT NAME ;:;;,;‘;j. :,;;_ ‘SMTE,$gy /I_ ..z ,;-,: ‘. ; ,:^. :; ’ ‘: ,INGREDIENT(S) TO WHICH THE 8 
j_ ;_ ‘+ ; I;” “;j”; ‘; __ ̂( ^ ;,,: ,,;:,, __ :I,,+ ;:,:#,‘>(, ,:‘” “,+&e& REFERS 

HDL RXTM * Increases HDL levels, supporting a healthy lipid Magnesium (from magnesium amino acid 
profile, and helps maintain healthy blood pressure chelate) 
already within the normal limits.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading 

By: 
+uv&4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /2-JO-O.S 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL Rx 32e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica &a 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

ENZYMATICTHERAPY 

wba Betterfeels hkc 
- 

9755 SW Commerce Circle, Suite B2 
WilsonwIle, OR 97070 

P: 503.582 8386 F: 503.582.0467 

825 Challenger Drwe, IGreen Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

December IO,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by seclion 403(r)(6) 
of the Federal Food, Drug and Cosmetic AC:. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
#un.u 

Robert Doster 
Title. Senior Vice President of Scientific Affairs 

Date: I.&-IO-OX 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406..3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 33e 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca 4 

Tyler Encapsulations Vitallne Formulas PHVTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 
WilsonwIle, OR 97070 

P: 503.582.8386 F: 5’03.582.0467 

825 Challenger Drive, Green e#ay, WI 5431 l-8328 
P: 920.469.1313 F: 688.570.6460 (Enzymatic) 

P: 920.469.9099 IF: 920.469.4418 (Phyto) 

December 10.2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, W:sconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME >b ,, .,,~&$E~NTS ,’ 
2 :p :* y,.>, : :,: , .,I >$ ,i ” j 

,,,;:MGREDIENT(S) TO WHICH THE 
._ : ,, ,;: ; :; y-t “5: ‘__ _’ :“&.&jTM REFERS ‘_ 

HDL RXTM* Research has revealed that selenium supports Selenium (as L-selenomethioninme) 
cardiovascular functron.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. llaS 

substantiation that the statements are truthfu. and not misleading. 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date. 12-/o- oi( 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

*- c HDLRX34e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytcmPharmica 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY’ 
c 

PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Elay, WI 5431 l-8328 
ENZYMATIC T~12~4p-r Wllsonville, OR 97070 P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 503.582 8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

December 10, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RF _. Label Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME * ” ‘: :.:i:.:$. ,:‘ STP”TETTS;:, .’ .:,: ” ‘61 : 
. i ,f’&“‘.. ‘; 

‘1 JNGREDIENT(S) TO WHICH THE 
,>.’ ,,,’ ‘_ :j j, ( ‘,i ( , ,‘., ,_, CLAIM REFERS 

HDL RXT”* An important amino acid and precursor to nitric L-Arginine (as L-arginine HCl) 
oxide (NO), which is important for the health of the 
cardiovascular, immune, and nervous system.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title. Senior Vice President of Scientific Affairs 

Date: 12-10 -0s 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

_: d’i HDL Rx 3% 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vttaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F. 503.582 0467 

ENZYMATIC THERAPY’ 
L 

PHYTOPHARMICA’ 

825 Challenger Drive, Green E;ay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 F: 920.469.4418 (Phyto) 

what Betterfdelslttd - 

December lo,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

ICE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by seciion 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfttl and not misleading. 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: ?Z-/O-OJ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 4068-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 36e 



ENZYMATICTHERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica & 

Tyler- Encapsulations VItaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, ‘Green 13ay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F 920.469.4418 (Phyto) 

December lo,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE. Label Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME. ;,,, ,,, _“, ,, 
: ~ i’_ ‘1,:: “~~$~~htJ$Ts, II :; :, .b, ~-%‘:,,@p~ In, _;_%’ ,.; ,, .\:, ’ ,,*/“, :: ~1 ;~..i ;” *,__ ‘“” ( 

‘_, ; :, ‘I ~..,; ,,‘:; ,:;:,.j “IN$PWTIS) 1-0 WHICH THE : ;,:’ I ,y,: Ii ;$$$ :;,, ,,‘i:; ($i&&@~l7ERS 

HDL RXT”* Along with coenzyme QlO, L-carnitine is a key L-Camintine (as L-camitine L-t&rate) 
factor in metabolism, supporting the production of 
cellular energy.* 

- 

I certrfy that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfuul and not misleading. 

BY. 
+ue&i 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date. /T&-/Q- OS 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

,-. HDL RX 3%. 



e INTEGRATIVE THERAPEUTlCS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
FNZYMATICTHFRAPY 

December 10, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food. Drug and Cosmetic Acl. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAIVE ” ; 1 ::,>:;:~~,fi~PFX$TS:~ _’ ‘_ _’ L:r 
_,,, ^ <: “‘C^ ,, _,, ,,I_ ,, ,_,’ :, ;c*:.-- I ;, ::,‘s,” ‘, ,_: 

,,,g RsGRED~~(S), TCj UrIJrCH THE s ?&‘.l. “_ 
: ,CLAIM REFERS __ ,_,‘_;_, 

HDL RX1-“* L-Carnitine is shown‘to increase good cholesterol L-Carnintine (as L-carnitine L-tar&ate) 
(HDL) levels.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

I3y: _ #w&i 

Robert Doster 
Tttlc. Senior Vice President of Scientific Affairs 

Date: /2-/&!I~ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

., HDLRX38e 



ENZYMATICTHERAPY 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 517070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Elay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

December IO, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 IOU Paint Branch Parkway 
College Park, MD 20740 

R!Z: Label Claims/Disclaimers, 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME ,,l, ’ ~“>~^:STATEMENTS,- : : “.: ‘TNGREDIENT(S) TO WHICH THE ., ‘:‘> -‘r: :‘:: L222+~,~~: :.x;&j; i$*$zg@;$ ; ,“&&; ; :.:’ ,: ,, : 3, :\:, ‘: ,g/ . :u, ,, ; :’ ‘;,Tz ::;,yr: : ‘k’;#,, ‘;‘L ,<;““1:,“> ~_ ‘“T ‘,\ ,__ ,~:‘;,~,.-,: _ ” : ,.cEA hFERS ‘, ,, ,, G:,: ‘, 
HDL RXTM * L-Carnitine supports healthy blood flow.* L-Carnintine (as L-camitine L-tartrate) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title, Senior Vice President of Scientific Affairs 

Date: /2--/o -0-s’ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

i HDL RX.39e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 

~~NZYMATICTHFRA~Y Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
6r 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Ebay, WI 5431 l-8328 
P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P, 920.469.9099 F. 920.469 4418 (Phyto) 

December 10, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by sec;ion 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME “’ .: STATEMENTS : ’ :~INGREDIENT(S) TO 
‘,_ : ^ ,‘“,vL:, CLAIM REFERS 

HDL RXT”* A powerful free radical scavenger, clinically shown Coenzyme QlO (CoQlO) 
to support arterial health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLRX40e ‘,‘, 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaltne Formulas 

ENZYMATIC THERAPY’ 
6r 

PIIYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drwe, Green Elay, WI 5431 l-8328 
ENZYMATIC THFRA~ Wilsonville, OR 97070 P: 920.469.1 313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 IF, 920.469.4418 (Phyto) 

December lo,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
S 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam, 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

cholesterol levels.* 

I / 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /z “lo-ox- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

-HDLFtX41e 



INTEGRATIVE THERAPEUTICS INC.” ENZY MATEC THERAPY’ 
NF Formulas PhytoPharmica L 

lyler Encapsulations Vitallne Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite E32 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatcc) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
FNZYMATICTHFRAPY 

December lo,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
Coliege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cos.metic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and complv with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME 

CoQlO supports healthy heart contractility and Coenzyme QlO (CoQlO) (ubiquinone 10) 
circulation.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /2-/o -0s 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 42e 



e INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 I’: 920.469.9099 F: 920.469.4418 (Phyto) 

- 

December lo,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay., Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)( 1 )(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

percent increase in HDL cholesterol over an g-week 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
-plpQLelL 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /.&-/O--OS 

If you have any questions, please c’antact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 43e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica I% 

Tyler Encapsulations Vitallne Formulas PHVTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F, 920.469.4418 (Phyto) 
ENZYMATIC THFRA~Y 

mat Betterfgek bw - 

December 10, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsiDisclaimen~ 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /2-/0’05- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-360X. 

Mtchael I’. Devereux 
Chief Operations Officer 

kDLRX44e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

FNZ~MATICTHFRAPY 

What Better fed7 llkee” 

Tyler Encapsulations VitalIne Formulas 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P. 503.582.8386 F: 503.582 0467 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

825 Challenger Drwe, Green Bay, WI 5431 l-8328 
P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 920.469 9099 F: 920.469.4418 (Phyto) 

December 12, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI’: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

TO WHICH THE 
” 

Hawthorn (Crategus oxyacantha) Berry 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

B,,. wok4 . . 
Robert Doster 

Title. Senior Vice President of Scientific Affairs 

Date. /t-/2-0/ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608 

Michael P. Devereux 
Chief Operations Officer 

- 

’ ‘, ” ‘WLFtX45e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Formulas PhytoPharmlca 6r 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 
Wllsonville, OR 97070 

P. 503.582 8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
FNZYMATICTHFRAPY 

December 12, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applie’d Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay., Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)( 1 )(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contamed in this notice is complete and accurate and that Enzymatic Therapy. Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 12 -IL--0s 

If you have any questions, please contacl: Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 46e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytcNPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 

FNZYMATICTHFRAPY Wllsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY. 
& 

PHYTOPHARMICA” 

825 Challenger Drive, Green flay, WI 5431 l-8328 
P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

December 12. 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy., Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS _’ j ,; INGREDIENT(S) TO WHICH THE 
\‘I _I ,,, ‘_ ‘_ i ,_ .,‘, ; ’ ,CLAIM REFERS 

HDL RXT”* Supports the health of veins and arteries.* Also, Hawthorn (Crategus oxyacantha) Berry 
helps mainiain healthy blood pressure levels already Extract 
within the normal range.* 

I I I I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: tz-12-05 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

‘I 

’ HbL RX 47e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

FNzYMATICTHFRA~Y 

mat Betterpets it&‘” - 

Tyler Encapsulations Vll.aline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

December 12,200s 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Clauns/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THIERAPY’ 
& 

PHYTOPHARMICA’ 

825 Challenger Drwe, ‘Green 13ay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 F, 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufact.u-ed, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by seclion 403(r)(6) 
of the Federal Food. Drug and Cosmetic Act.. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT N)&fE ’ ‘I.’ ‘, I;;. ,’ ,‘S’&QEwS ,“*y, ” +i” “‘. 
, *,;‘ 

ty+,~~~ ,_ 
” 

“2; : :;*,;s, ,,:‘ ,,--. “:,MFXEDIEBT(S) TO WHICH‘THE 
;, * ,” ( I, ,$,‘i : ‘* ,:” ~LMM,&~FERS ,,, FL: _. 

; HDL RXTM* Taurine possesses both antioxidant and membrane- Taurine 
supportive properties.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

BY: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /2-/2-oc 

lf you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406.,3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLRX48e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY. 
NF Formulas PhytoPharmlca & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 
WilsonwIle, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, Green EIay, WI 5431 l-8328 
P, 920.469.131 3 F: 688.570.6460 (Enzymattc) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
I~NZYMATIC THERAPY 

December 12, 2005 

Oftice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by seclion 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

good (HDL) cholesterol levels.* 

I certify that the information contained in this notice is complete rand accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific A.ffairs 

Date: I t-/&-O< 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 49e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaiine Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

ENZYMATICTHFRAPY 

wm Betterfeels UC- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Elay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 503.582 8386 F: 503.582.0467 I’: 920.469.9099 F 920 469.4418 (Phyto) 

- 

December 12,200s 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME : ” i$ STATEMENTS- . ;-: ‘-_, d%<>%\, .>. : ‘_,,> :; <“_ & ,: ,: : “i .” 
’ .:: ” :INgmDI@NT(S) TCJ WHICH THE 

* ̂ ” ~ Sag>:! : ‘.‘“$ 
_i ,,_ _, ” .,,a“ _, ,‘.p :. i 1: , CL&M REFERS 

HDL RXTM* A powerful antioxidant that possesses wide-ranging Garlic (Alliuim sativum) bulb 
cardiovascular health benefits.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. nas 
substantiation that the statements are truthful and not misleading. 

Bv: i 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /2-/2-oc( 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920j 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 50e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

ENZYMATIC THERAPY 

wtjat Better fiels IM 

Tyler Encapsulations Vitaline Formulas 

97’55 SW Commerce Circle, Suite 6.2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PHVTOPHARMICA* 

825 Challenger Drive, Green ELay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 r. 920.469.4418 (Phyto) 

December 12.2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE Label Clam~s/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic ‘Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy., Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME ;_ : ,.T&;: sTpt~g@~s.:: ,” &:. :“, ,. ‘r,: “y I ,: SC _” :$~‘: “:,‘J$$JRBDJENT(S),TO 
, ::‘G:,,’ __. ; _,,,, ;;< 4”. : ,;::p 

_,, ,^ ,, ai‘ ‘, :~ ,, ,“’ :>v $,: ’ I ,;,‘;!,; ; CLAW REFERS 
HDL RX=“* Clinically shown to increase good cholesterol levels, Garlic (Alliuim sativum) bulb 

particularly HDL-2 cholesterol.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfu: and not misleading. 

Robert Dostcr 
Title: Senior Vice President of Scientific Affairs 

Date: /2-/L-6 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLRX51e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tylel Encapsulations Vitaline Formulas 

ENZYMATIC TI-UERAPY’ 
& 

PHYTOPHARIHICA* 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 F: 503.582.0467 

825 Challenger Drwe, Green I3ay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920 469.9099 F. 920.469.4418 (Phyto) 

December 12,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutriticn 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to nottfy you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food. Drug and Cosmetic Acl. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

HDL RXrM* A source of free-radical scavenging phytonutrients, Grape Seed (Vitis vinifera) Extract, Grape 
known as polyphenols.* Skin (Vitis vinifera) Extract 

I- I I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

BY: __ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /Z-/L-6 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608 

Michael P. Devereux 
Chief Operations Officer 

“.: ‘HDLRX 52e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY. 

FNZ-FMA'I ' ICTHFRAPY 

NF Formulas PhytoPharmica 
Tyler Encapsulations Vitaline Formulas 

& 
PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drwe, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 F: 888.570 6460 (Enzymatic) 

P: 503.582.8386 F: f103.582.0467 P: 920.469.9099 F 920 469.4418 (Phyto) 

December 12,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food. Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

[ certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfu. and not misleading. 

BY: - 
#u@&4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date /.a--/ 2 -0 .c 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THIERAPY’ 
NF Formulas PhytoPharmica & 

Tyle,- Encapsulations Vll.aline Formulas PHYTOPHARIHICA’ 

9755 SW Commerce Cwcle, Suite B2 
Wilsonville, OR 97070 

P: 503.582 8386 F: 503.582.0467 

825 Challenger Drwe, ‘Green 13ay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920 469.4418 (Phyto) 

What Better feels like” 
- 

December 12, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by seciion 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NQdEi , ‘; :*. &j,,>,,, _,; 4 qyg,yiEgY&y +’ ,” ’ : ; .; ,a - 
,:“:A?/ ‘T; ? ,f, : :, i,y :P _’ ::: ,’ L@ :“i‘ . ‘,‘-:\,q,;* >’ :,,r: ,: _; ,: j!k” 

I’; ;__ p,:~,~ ‘ INqmD~(s): TQ WHICH,THE 
_,_ ;, ,“f’, h, ,: g..w ‘.;: ..;,:<_ :,j: I,; ,!l ,: +t y::, 1; $y&&$&FERS : 

HDL RXTM* Supports cardiovascular health by increasing HDL Grape Seed (Vitis vinifera) Extract, Grape 
cholesterol levels.* Skin (Vitis vinifera) Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

BY:. 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /2dJ2-O~ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Sine ely, 

@PL 
. 

4 

7 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 54e 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmlca 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 

FNZ~?WI'ICTHFRA~Y Wllsonville, OR 97070 
P: 503.582 8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
L 

PHYTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F 920.469.4418 (Phyto) 

Dcccrnber 12, 2005 

Office ofNutritional Products, Laheling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME ’ *’ ;’ ’ ’ :$:, I I ‘;r::i ,‘_ j ,,‘? STATEy$$fG f;;;;<;;; ii; ,,_ ;;I;;,,; ‘” +“’ ,: : ;; >_\ ; !?$ING$EDIQT(S), TO WHICH THE “~:~~::i$rT$;” ‘_i cga& mFERS. 

HDL RXTM* A derivative of amino acid, cysteine, NAC is a key Acetyl-L-Cysteine (NAC) 
intermediary in the conversion of cysteine into 
glutathione, one of the body’s primary cellular 
antioxidants.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: +ilLmu 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 12-/2-0s 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 55e 



INTE.GRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler- Encapsulations Vi :aline Formulas 

ENZYMATIC THERAPY. 
& 

PHVTOPHARIMICA’ 

'ENZYMATICTHERAPY 

mat Betterfte& hke- 
- 

9?55 SW Commerce Circle, Suite I32 825 Challenger Drive, Green Bay, WI 5431 l-8328 
WilsonwIle, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920 469.4418 (Phyto) 

December 12.2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemptic’n to section 
20 1 (g)( 1 )(C) of the act and comply with section 403(r)(6) of the iact. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

Supports the health of the cardiovascular and 

i 

,_ : IN@lEl?IE~T(S) TO -:,. CLAIM “REFERS 
Acetyl-L-Cysteine (NAC‘) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantration that the statements are truthful and not misleading. 

-J I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /2-/L-cl< 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406’-3608. 

Mrchael P. Devereux 
Chief Operations Officer 

H’DL RX 56e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmlca & 

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Ctrcie, Suite B2 
WilsonwIle, OR ‘37070 

P: 503 582.8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.5 70.6460 (Enzymatic) 

P, 920.469.9099 F: 920.469 4418 (Phyto) 

December 12,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME "~KVr$~~MI$jT; ,:6., ' '__ ',:I: 1" _, :, ‘$N@.EDIENT(S) TO IVJSICH THE 
I,,.;;":, ;a-, ', ..' ,, ,, ~'$5 I ,I ,r,: > . ;~ . ‘ "_ , ‘!, :I_. ,. __ ;-I 1, ,-~,:t" 'I' .(?L&M R-l-ZFEm 

HDL RXTM* Shown to significamly increase HDL cholesterol.* Aceiyl-L-Cysteine (NAC) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /=/l&S 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406 -3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 5le 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica & 

Tyle- Encapsulations Vitaline Formulas PHYTOPHARIMICA’ 

9.755 SW Commerce Circle, Suite 82 
WilsonwIle, OR I?7070 

P: 503.582 8386 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920 469.4418 (Phyto) 

December 12. 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemptic’n to section 
20 l(g)(l)(C) of the act and complv with section 403(r)(6) of the act. These claims are not necessarily for a product we , 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy. Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific A,ffairs 

Date’ /2--/z-o-J 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

,,,*,-, 
‘hDLFtxS8e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica 6r 

Tyler Encapsulations Vilaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite B2 

Wilsonville, OR 97070 
P: 503.582.8386 F: 503.582.0467 

825 Challenger Drive, IGreen Bay, WI 5431 l-8328 
P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P. 920.469.9099 F: 920.469.4418 (Phyto) 

what Better ffeLF like- - 

December 12,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE. Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by secrion 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME ,__ ‘,;J: ” .;I ’ : jS$+TEMEWS ‘, , ii;, .kj’? >I ‘s: :<~,$, <’ $@N~~~J$~(S) TQ lJQ?IICH ‘J-HE ‘> ,,r ,;,t.: +‘$y$.,‘> X_^ ,: ,“’ ,, > ‘l,?, “; ,,,,; 5 ‘; , .-’ 3”:” :: ‘$ ,* ‘“:~ ,a ’ > 1’ CLhM &CERS ,’ 
HDL RXTM * Provide antioxidant protection, supporting Soy Isoflavones 

cardiovascular and immune system health.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: we&i 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date. /2-12-oc 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

IiDL RX 59e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THIERAPY’ 
NF Formulas PhytoPharmica & 

Tylel Encapsulations Viialine Formulas PHYTOPHARMICA’ 

9;‘55 SW Commerce Gil-de, Suite 82 825 Challenger Drive, <Green 13ay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F. 920.469.4418 (Phyto) 

December 12,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

IIE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exempticln to section 
201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

HDL RXTM* Soy protein-enriched diet has been shown to support Soy Isoflavones 
healthy lipid profiles by significantly increasing 
HDL cholesterol levels.* 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /Z-j 2-o< 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDL RX 60e 



ENZYMATICTHERAPY 

INTE.GRATIVE THERAPEUTICS INC.” ENZYMATIC THIERAPY’ 
NF Formulas PhytoPharmica i3 

Tyler Encapsulations Vli.aline Formulas PHYTOPHARIHICA’ 

9?55 SW Commerce Cole, Suite 82 825 Challenger Drwe, ‘Green I~ay, WI 5431 l-8328 
Wilsonville, OR 07070 P: 920.469.131 3 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F. “03.582.0467 P: 920.469.9099 F, 920.469.4418 (Phyto) 

December 12, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE. Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 
2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the #act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME .: :::,::$Q$?J?TS ,;,:: : j ‘~‘c~~~,,s;:~r,;:‘,, ,“e<‘,l,*\ ^ ,,.,,$ :‘- INGREDIENT(S) TQ ., ,, 
,, ;, ,!:: * ’ ;;,p‘, :,, _, ; 

,( ,’ y;:::“‘$ -, ,,’ ,, _.) ;*p ‘,’ : _j 

HDL RXT”* Powerfnl antioxidants that support’the health of Tocotrienols 
arteries. * Shown, in clinical study, to support 
healthy cholesterol levels already within the normal 
range.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l2-IL-O.5 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLRX61e 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica ii4 

Tyler Encapsulations Vll.allne Formulas PHYTOPHARMICA” 

9755 SW Commerce Cit-cle, Suite 62 
Wilsonville, OR 07070 

P: 503.582.8386 F: 5’03.582.0467 

825 Challenger Drive, Green 13ay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymattc) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
‘ENZYMATIC THFRApY 

December 12,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemptic’n to section 
201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we 
currently market or plan to market in the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS‘ 
HDL RXTM* Replaces the CoQlO depleted by 

cholesterol lowering (statin) drugs.* 

L- 

INGREDIENT(S) TCXWHICH THE CLAIM REFERS 
Vitamin C (ascorbic acid), Vitamin E (as natural mixed 
tocopherols), Niacin (as niacinamide), Vitam:n B6 (as 
pyridoxine HCl), Folic Acid, Vitamin I3 12 (as 
cyanocobalamin), Magnesium (from magnesium amino 
acid chelate), Selenium (as L-selenomethioni:ne), 
Proprietary Blend: hawthorn (Crategus oxyacantha) berry 
extract, taurine, garlic (Allium sativum) bulb, grape seed 
(Vitis vinifera) extract, grape skin (Vitis vinifera) extract, 
N-acetyl-L-cysteine, alpha-lipoic acid, soy (Glycine max) 
isoflavones, tocotrienols, L-Arginine (as L-arginine HCl), 
L-Carnitine (as L-carnitine L-tartrate), Coenzyme Q  10 
(CoQlO) (ubiquinone lo), Policosanol 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy. Inc. has 
substantiation that the statements are truthfill and not misleading 

By: 
+24QL4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: Q-‘/2-06 

HDL RX 62e 



c’ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at (920) 406-3608. 

Michael P. Devereux 
Chief Operations Officer 

HDLtU62e 


